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Applicant's preliminary amendment of November 24, 2003 canceling claims 11- 
36 is acknowledged. The following is a complete action on pending claims 1-10. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1 , 2 and 7-9 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Swanson et al (6,076,012). 

As shown in Figure 82, Swanson et al disclose a prove comprising an elongate 
body (424) comprising a catheter having an inflatable coagulation body (col. 35, lines 
32+) supported on the elongate body distal region. A control element (440) is 
associated with the distal end (426) of the elongate body and has a proximal portion 
extending along the exterior of the elongate body toward the proximal portion (see 
Figure 82). With regard to applicant's claim 7, each expandable section (i.e. element 
430 in Figure 84) is deemed to be a "half-balloon structure". The inflatable body 
includes micropores (col. 35, lines 32-35) and the structure is heated via electrodes 
(429). 
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Claims 1-4 and 7-10 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Lesh (6,012,457). 

As seen in Figure 4, Lesh provides a device comprising an elongate body (130) 
comprising a catheter having an inflatable tissue coagulation body (160) supported on 
the elongate body. It is noted that Lesh call the balloon an "ablation element". The 
examiner maintains that the device is also inherently capable of coagulating tissue as 
well. A control element (102) has a distal end associated with (i.e. passes through) the 
distal end of the elongate body via a guidewire aperture (142), and extends along the 
exterior of the elongate body (see Figure 4). Figure 9D discloses an embodiment where 
the distal region of the catheter body includes a flexible spline having a hinge portion 
(i.e. bent portion indicated by element numeral 466). The inflatable structure comprises 
a "half balloon" structure. That is, a whole balloon inherently includes a half balloon. 
And the inflatable body may include micropores (col. 21, lines 15-35) and the inflatable 
body is used to deliver heat to tissue (col. 9, lines 1-10). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1 and 3-6 are rejected under 35 U.S.C. 103(a) as being unpatentable 

over Swanson et al (6,076,012). 
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The Swanson et al device has been addressed above. Swanson et al disclose 
numerous embodiments. The embodiment depicted in Figures 82-84 (including the 
inflatable element) does not include the particular flexible spline and hinge element as 
set forth in applicant's claims 3-6. 

The Swanson et al embodiment depicted in Figure 25 discloses an elongate 
body (184) and a control element (172,174,176) associated with the distal end of the 
elongate body and extending along an exterior of the elongate body (see Figure 25). 
The distal region of the elongate body includes a flexible spline (172) that includes a 
hinge portion (186). This embodiment of the Swanson et al device includes a 
coagulation body (182) having electrodes (28), but the body is not inflatable like the 
body shown in Figure 82. The examiner maintains that it would have been obvious to 
have provided the inflatable body from Figure 82 on the embodiment shown in Figure 
25 to provide an alternative treatment device. The Figure 25 embodiment also includes 
the coagulation body proximal to the hinge element, and the electrodes (28) are used to 
treat and/or sense tissue (col. 7, lines 45-50). 

Again, to have provided the Swanson et al inflatable treatment mechanism on the 
Figure 25 embodiment to allow for the infusion of fluid during treatment would have 
been an obvious modification for one of ordinary skill in the art. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicants disclosure. Langberg et al (6,527,769) and Pomeranz et al (5,895,417) 
disclose alternative devices. Lafontaine (6,666,858) discloses a cryo-balloon device 
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with a steering tether connected to the distal end, and Tu et al disclose a balloon 
catheter device with a guidewire connected to the distal end of the catheter and 
extending along the exterior of the catheter. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Peffley whose telephone number is (571) 272- 
4770. The examiner can normally be reached on Mon-Fri from 6am-3pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda Dvorak can be reached on (571) 272-4764. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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